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PUBLIC HEALTH. REPORTS. 



UNITED STATES. 

Governmental control of therapeutic serums, vaccine, etc. 

[Prepared under direction of the Surgeon-General by P. A. Surg. H. D. Geddings, 
U. S. M. H. S., acting director of the hygienic laboratory.] 

In view of recent unfortunate results attending the use of diphtheria 
antitoxin in one city and vaccine virus in another, there have been 
numerous suggestions looking to the control of these materials and 
analogous products by the National Government, and the propositions 
have received a certain amount of comment of a favorable nature. 

It is unnecessary to point out that the subject is a very important 
one, and at the same time one presenting many difficulties, and while 
it is recognized that it would be at once impracticable and possibly 
undesirable that the Government should engage in the manufacture of 
these substances, it is felt that good might accrue from government 
supervision and periodical inspection of the laboratories and farms 
where serums and vaccine virus are produced commercially. 

In view of these facts, the laws relating to the preparation, sale, and 
distribution of therapeutic serums in European countries are herewith 
presented. It will be noted that there is an absence of all Jaws and 
regulations on the subject from the United Kingdom, though diligent 
search has been made for them. 

MEMORANDUM. 

French law of April $6, 1895, relative to the preparation, sale, and distribution of therapeutic 
serums and other analogous products. 

Article 1. ' Attenuated viruses, therapeutic serums, modified toxins, 
and analogous products, applicable to the prophylaxis and therapeusis 
of contagious diseases, and injectable substances of organic origin, of 
undefined chemical composition, applicable to the treatment of acute 
or chronic affections, shall not be marketed under an actual or trade 
name until they shall have been, in point of view of manufacture and 
origin, the recipient of a governmental authorization rendered accord- 
ing to the judgment of the consulting committee, of the council of 
hygiene of France, and of the academy of medicine. These products 
will be granted a temporary or revocable license only, and shall be sub- 
jected to an inspection to be made by a commission appointed by a 
minister having competent authority. 

Art. 2. These products shall be delivered to the public by pharma- 
cists only upon physicians' prescriptions. Bach bottle or container 
shall bear the label of the place and date of manufacture. 

In case of necessity, physicians are authorized to furnish these reme- 
dies to their patients. 

When intended for gratuitous issue to the poor, the vials containing 
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the products shall bear the inscription "Public assistance — gratuitous" 
blown into the glass. 

The preparations may be kept, in addition to pharmacies, if under 
the supervision of a physician, in such establishments of public assist- 
ance as may be designed by the administration, which establishments 
shall have the right to procure the products directly. 

These regulations do not apply to either animal or humanized vaccine 
virus. 

Art. 3. The delivery or sale of the substances mentioned in article 1, 
under any name whatsoever, shall be subject to the provisions of 
article 423 of the penal code and the law of March 27, 1871. 

Art. 4. All other violations of the provisions of this law shall be 
punished by a fine of from 16 to 1,000 francs. 

French law of November 14, 1896. 

The president of the Eepublic, in view, etc., decrees — 

Article 1. The preparation of therapeutic serums and animal extracts 
is authorized in the below designated laboratories, under the following 
conditions: First, laboratory of the "Society chimique de usines du 
Bhone" (Quai de Eetz, No. 8, Lyons) ; second, for the manufacture of 
antistreptococcus serum, the laboratory of Messrs. Chaix and B6my 
(No. 10 Eue de l'Orme, Paris); third, manufacture of animal extracts 
prepared according to the method of Brown Sequard. 

Art. 2. These products may be marketed under a specific or trade 
name. The license granted them is temporary and revocable, and they 
are subject to the inspection required by law. 

Art. 3. The minister of the interior is charged, etc. 

German law, No 1106. 

We, William, by the grace of God, Emperor of Germany and King 
of Prussia, do order in the name of the Empire, on the ground of the 
requirement in paragraph 6, act 2, of the trade ordinance (Imperial Law 
Bulletin, 1883, par. 177) as follows : 

To those drugs and chemical preparations which according to para- 
graph 2 of the ordinance in regard to the traffic in medicines of January 
27, 1890 (Imperial Law Bulletin, par. 9), and to the accompanying 
Schedule B, articles only to be bought and sold in apothecary shops, is 
added, "serum antidiphtheriticum," etc. 

The articles enumerated in the above schedule are arsenic, barium, 
copper, etc., and preparations containing free nitric, hydrochloric, and 
sulphuric acids. 

Diphtheria antitoxin has also been introduced into the German phar- 
macopeia under the following title and conditions : 

Serum antidiphtheriticum — Diphtheric heilserum. (Arzeneibuch 
fur das Deutsche Eeich, 1900). Pharmacopeia Germanica (Ed. IV). 

Blood serum from horses which are immune against diphtheria. 
Derived from accredited manufacturing places after it has been tested 
for its immunizing unit contents, absence of germs and amount of pre- 
serving agents (phenol or trikresol), and has been approved for sale by 
the Eoyal Prussian institute for experimental medicine, in Frankfurt- 
on-the-Main. 
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It occurs in a liquid aud a solid form. In either form this serum 
must be dispensed in vials only, with the official hermetic seal, with 
the name and place of manufacture, stating the antitoxin contents of 1 
cubic centimeter, the total contents of 1 vial, the control number, and 
the day of its official examination. 

These vials are packed so as to exclude the light ; the packages must 
also give the above information. 

The seals bear on one side an eagle or a lion. The other side gives 
the total contents of immunizing units. 



Law in regard to the production and sale of therapeutic serums, 1899. 

Article 1. No one shall, without consent of the minister of the interior, . 
prepare for sale (a) vaccine ; (b) virus ; (c) therapeutic serums, and (d) 
toxins, antitoxins, and other similar preparations. The conditions for 
this consent and the special instructions in regard to the preparation 
and sale, shall be determined by the Government after hearings from 
the council of health. 

Art. 2. The above-named preparations shall undergo for the determi- 
nation of their value, a competent test by a scientist attached to the 
health department, or some other laboratory, who shall be named by 
the minister of the interior upon recommendation of the imperial health 
council. It shall be decided on the recommendation of the health 
council, which preparations shall be tested, and from what point of 
view. 

Art. 3. The sale of the preparations indicated in article 1, and prod- 
ucts prepared abroad, shall take place in the limits of the Kingdom 
only by permission of the minister of the interior, with the consent of 
the superior council of health, under the conditions of the above ordi- 
nance. 

Art. 4. Infraction of these requirements and of the order contained 
in article 1, shall be punished by a fine of from 100 to 500 lire. In case 
of repeated offense, imprisonment for as much as twenty days may be 
imposed in addition to the fine. The above named penalties are 
inflicted without detriment to the penalties previously imposed by gov- 
ernment officials for the protection of the public health and provided 
for in the penal code. 

BUSSIA. 

The commission for the prevention of the introduction of the plague, 
has, at its sitting of May 3, left the preparation of antipest serum with 
bacteriological institutions which have given the necessary guarantees, 
on condition — 

1. That no money shall be paid by the Crown to such establishments; 

2. That no obstacles shall be placed by the local authorities in the 
way of the preparation of these serums ; 

3. That the serum shall be prepared harmlessly — that is to say, by 
means of dead microorganisms or toxins, and not by means of living 
cultures ; 

4. That the serum prepared shall, before being sent from the imperial 
institute of experimental medicine, be tested, and 

5. That the commission reserves the right of disposal of the serums 
to the places and institutions which have the most need of it. 



